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DEPARTMENT OF HEALTH AND HuMaN services |  APPLICATION FOR A VARIANCE | Form Aporowed M No 00100025
_ P eain Sanice| FROM 21 CFR 1040,11(c) FOR A | Soie 2o e Satemont
00d &hd Drugs Aminisasion LASER LIGHT SHOW, DISPLAY, |ceecernomeer
OR DEVICE

e

NOTE: Noiaser ight SPow, projection system, o aevica may vary from complianice with 2) CFR 1040 11(c) in aasign of use withouT the approval of s

apphcaton in aceoraance with 21 CFR 1070 4.
INSTRUCTIONS
1. Cneck ali applicadie boxes and type or print the 3. Mad you? apphoanon o the Dockars Managemem Brancn (HFA-S05), Food and
requested information Drug Aaministranon, Rm 1061, 5630 Fshers Lane, Rockwille, MD 20852
2. Submn an onginal and four (4) copes. ¢ Enter cackel number 1t assignen.

7. NAME OF COMPANY ,1
ADDRESS OF CO| S ! S 9«2 ol FIA‘ S
2 MP, L
G OIKIE DRI VE g‘fﬂ mﬁ:‘“g/a/v-—ﬂ//
3 NAME AND TITLE OF RESPONSIBLE PERSON O W AJLD EFHONE NO, (incked area cod 5. DATE OF SUBMISSION

JoseP it A i}gmﬁwo OPYATIW. | 4 d-¥36 f(a/ & Fes 200
YEAHS FROM THE DATE OF 1SSUE. (n

§. THE APPLICANT REQUESTS THE VARIANCE TO BE IN EFFECT FOR A PERIOD OF
goneral, e Agency will Rparove & vRNENOO 17 anly Two yaiss. nawmwm & Justficabion IMuUSTpe SUBCHEA 83 par &t the applicavan.,)

7. PRODUCT DESCRIPTION AND USE

a LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PRQJE ) f i ’ , E

TECHNJLOGIC - ARTISANS  QAGETIE
p. PROPUCT FOR WHICH A VARIANCE IS REQUESTED 1. PRODUCT ;s INTENDED 10 BE USED AT ANY ONE LOCATION

] More mian 15 gays
P Moro 1han § but not more than 16 aaye
{J Lessan S days

g- TOUR IS INTENDED TO RUN FOR

O a taser mspiay cevice
B & proyecion tor o laser ignt shaw
3 A iaser ugnt show

[ Omer (Specty)

¢ [} PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOANTO [ ™are than & monns
OTHER LASER LIGHT SHOW PRODUCERS ) 1-6 momns

d. PRODUCT (S INTENDED FOR USE IN A [J vess man ene monin
[0 Peneanum of otner dome projecuon SYuctre K Not appilcapie (Not & pw)
3 Theater ) Omaer (Specify)

3 motevmotsl pasiroom or meeling room n. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS

x Fram screen projections

O Srors aspiays
{0 Rear screen projecuons

{0 Traae show or convention

{7 Discothequs or rught club S~ ] Holographic dispiays
[ Pavikon & - ( 5/ J Muluple reflectiorvdftractan effects
[ naeer arena [0 Audience scanning (Also MCIvOBs SCaNNing any accassibie
T Oumoar arena unconroled grags)
J Museum FEB 13 2004 {7} Reflecnons fram siauonary mimors of mirrered
B Cuitnor unanciosed area surfaces (Baam Mavices)
[J Cner (Spacify) [ Swmonary irradancn of rawaung miror balls, eic.
e PRODUCT 1S INTENDED TO BE §SED {0 Scanmng iracation of rotatng maror balls, atc
x Al pniy one (Fixed) Iocatmn'* RECEIVED {0 Fiver opuc projecnons

{1 At a vanely of (Tour) locauons Fog, smoke, of ouer scallenng ennancement erects

O Other (Speeity; Orner (Speclfy)
8 LASER RADIATION LEVELS
LASER MEDIUM (Ar, Ho-Ng, orr.} WAVE LENGTHS (nm) PEAK POWER (wars)

CrRLEV Y46 S33Arm IO mw

3. TF ANY LAGER RADIATION 1S PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND BCANNING FREQUENCY AND AMPUTUDE

"/ﬁ SF(\SS

70. REASON FOR REQUESTING VARIANCE .
Comphance wih the limits of 21 CFR 1040.11(c) would restnal e imended uSe 6 e product because compliance wauld ‘ ’ i (Ol q
iy The SWIpUT power 1o thie extent mar ine aasires altects would not be aﬁﬁmenny visihje

) Omer or addmona explanauon (Specity) Qq - \
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11. MANNER IN WHICH IT 1S PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD
It probsed 1o Heviate fom s provisions of 21 CFR 1040.11(c) 1n AL INE accessibie emiesion level would exceed the
accessiia-dmIssion, linns specified w1 21 CFR 1040.11(c).

3 ns propeseqio aéﬁgxe from me pravisions of 21 CFR 1040.11{c) as follows

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION
Laser ight shows and ¢jsplays are acceplod PP media in entenanmem and he arts. Use of power |avels in axcess
of me himuts anpases py 21 CFR 1040.11(c) & necessary 10 acneve e requited etfects in These media.

[ Other or agamonal advantages (Cesaribe ana axgiain.

13 EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE FROVIDED. (Check as Many Daxed &8 apply. in asm 14 "RemAans,*

Justly any baxes noT checkad, uSing adaonNal Sheets as nocassary. Swale any other means of radiation progecdon Mar will be wsed.)

aﬂﬁm jaser products, SySLaMms, Shows, aNG projecions will be cerufied 1o comply with 21 CFR 1040.10 and the conditiens of this vanance and wil
be raporied as required by 27 CFR 1002 10 AND 1002.11 using e reporting Suides prowaad for such purpose. These acnons will be
accomphshed pnar 1 any INYOOUCHON NG COMIMBIGe.

D.XEﬁacs net spacfically indicated in Wys vanance applicaton will not be performed. Na amer sffects will be added uniti an amendment 1o e
vanance has been obtaned anc the 1eguiréd rapors of supplements, &s apphicable, have Daen SUPMItEd

¢ R Scanhning, projecran, or renecuon of laver and colacoral rasayon (Lol SAOW rEIRIGN) INTO eudiBnce oF other accestibleo uncomulied armas
wall NI be permmed except for iffuse reflacrions produced by e aUNosphere, added BMOSPNENC Scaltenng Media, and wrget screens,

q Laser raqiauon leveis in excass af the mns of Class | will not be penmimed ar Bny pomt jess han 3 0 meters abeve any surface upon which
Rersons omer tian operators, perfonmens, ar empioyees are permmed 10 S1and of 2.5 meters below ar 1 [ATOrAl Separatien tram any place
where such petsons are parmitiad 1o be_ Operaters, parformers, and empioyees will nel be required or aliowed 1o view radiation above the
hrmuls ot Ciass | of be exposed 10 radianon apove e nits specriied i 21 CFR 1068.11(c)

2 [ Any producy which rehes on Scanmng 10 meel access, exposule, of Product class HMms wil Meorporals a scanning safeguard sysiem which

directly senses scanner maton and wiiuch will react fast anough 1o preclude exceeding the apphcable himt.

1. All lager hight shows shall be under the diIrect and persenal conkros of raned, competerit operawr(s). The operater(s) will,
(1) Bo an employas of me vanance hoider who will be responsible Tor ne Laining and the cehduct of the operaror,
(2) Be jocarad where all beam pains can be direclly ohserveq al all umes; and

{3) immadialely terminale the emissien of kght show ragiation e avert o any unsafe condiuon; or, Tor CUIdoor Shows, upon request
by any ai walfic conirol emciais

g.ﬂ The maxiTum 1aser Projacior output powbt will not axcseq the leval raquired 10 cblan the inended effects

n-ﬂ The projection system (l.e.. M6 prajectar 8nd 8l omer SaMPonenys «sad o produce 0 ighting affscts) will be securaly mounteq ar
immetiizad 1 pravant uniiended movement of misahgnment Beam masking will be provided s an inherent part of e system desgn 10

prevent overfiling of sereens, peam <Ips, wargels, ec.

! y Lazer projectors will not be gelivered T any other party unaer an agreemem of sale, lease, or loan uniess ang unbi the recipent demonsirales
that they have a vanancs in effect atthe time of delivery mat permils them 10 procues [aser Ight shaws iNCorparating such proyecians).

) {3 n acamon 1o ne requirements of 21 CFR 1040.10(n), Ine manufacwrer of laser projeciors/sysiems wil prowide 10 parties who purcnase, jgase,
©OF Dorrow 118 equpment, Adequare users’ INGITUCUONS 1or safe NSIANAN0N and spearanon which axplan 1he responsibilty ©f he reapent as an
ingepengent ight show manufacturer 1o suRITWL the required repons and apply for and obtain a vanance from CORM prior 1 inlroducuon inlo

cammerse of any laser |ight Shows.

k.N The requirements of 21 CFR 1002 30(a){1) and (2) will e accomphshed thiough the use of wiilten procequres for sewup, alignment, T8SuNg,
and performance of sach show These praceaures will be h sufficient deta 10 ensure comphance with 27 CFR 1040.10, The conditions of tue
vanance, and e comrol o AECAsS 10 radialion areas using the proceduras descrided i e ANSIZI36E 1 standarg for tha safe use of lasers
(American Nadona! Swanaaras Insunne, 1630 Broaowdy. New York. NY 10018} of any other equivalent user ConSensSus SIangary ana. where
applicapie, 1ate of locel requirements. Laser radialion argas which can Commain radauan levels above e imis speciied in 21 CFR 1040 11(¢)
will b8 clearly identfied by the posung of wamung siphs aRVer rasinoung accass 1hrough physical maans (sSUch 88 prassuro Swilenes, photp
cells, barners, guaras, ere.) Tnese raquirements apply 1o IBMporaly areas (Suen &5 qwing ot up and elignment procedures) and 1o final er
permanent areas. The vananes noiqer will retain the records of These Prosadures and the resuns of all 1ests as required by 21 CFR 1002.51. A
copy of the vanance apphcauon, the approval jalTer, cufren! procedures, and records relaung to 8acn paiculdr shew will be with Ie operaior
or otner respansible INdivicual and will be made availaple for inspecuon by FDA and other responsibie authonlss

FORM FDA 3147 (12/00) PAGE 2 OF ¢ PAGES
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+ [ savance witen notificanon will pe made as eany as possile 1 appropriate tederal, siate, and local autharmas providing SNow itinerary with
dayes and Incations clearly and compielely wentifieq, and a basic descripuon of iNe proposasd effects inciuding a statement of the maxmum

power &itif’m menoea Such nonfications will be Made, bul ROt necessanly be imited, 1o;

(1) The Cemar for Devicas and Radiclogical Health, Office of Complianea (HFZ-342), 2098 Gaither Raaa, Reckvilla, MD 20850, providing the
Inltal and closing dawes for fixed nstalanons and the mnerary for mobde shows. in addinen, uniess all aspects of each show have basn
repared and acceesON NUMPEMSE clearly refarenced, aach nouce will Include detaiaa dascriptions of each show and a lisung of all effects 1o

be pertarmed in sufficient detad 1a confinm comphance with the regulapons and Ths vasiance.
() The Feasral Avieton Admitysuaton (FAR) 1or any Projecnons into open &Irspace at any Wme (1.6., inciuding Set up, Bignment, rehesrsss,
perfarmancas, ex.) If the FAA objects w any faser oTfacts, e objecuons will be resaived ana any conabons requesied by FAA will be
adhered 10, if 1ese condiions annol be met, the objecuonable efocts will be dejeied from e show
(3) Sate and local rasanien cantrol officas/agancies for all Snows 1 e pefformed wittun therr jurisdicuons Al requvements of state and iocal
1aw will be sausfied an any apecuons raised by (oca) AuThonies will Pe resoives or he eftects deleted, (A /st of foderal and smm offices (3
avalianie fram e Camer for Devices and Radiological Haath upon request)

14 REMARKS

£E. naT A SchvvinG CIPABLE S¥sT2m.

T THs uwi (s Fof PERSowvfr USE Inet | And

Wil NdT AL /@gw'ﬂ-?)/ Sde D dr  [oAreD
To Awivant I ADrue DUAT .

NOTE T TS vn(T 1S A -SHFe Laseembl TECHNILIGIeAZ
Brenow’s  BalETE snTh ADDTIenfie SHreTy

i ENANCEMENTS . 1T /S FTED wI(lH A Momenimty

| anN  ShreTy  "Depdpin T S /75#/ A KEVED JVIERiaK,

A PHYScom (A BLdTN G 60(,67\/0/1)/. ArD

| A Pawereed Frv 7Y PRevENT ELETRost

Caom PovenT FAricvké . TS UNIT (S DES/6nED

78 Q& vsED IV Con JUNCT2an W T FIrENTCLS

| AT A CLus DUEPLAY S /TE wWHICH 1S NaT

afrn To THE Genem AVELC.

=

CERTIFICATION

i

N 1 CERTIFY that all of the arove infanmauen ang satements are Yue, compiets, and Garract 1o e past ot my knowledge and ackhowledge that
fny vanance apphcauon may be dgemed of My vanance may pbe revoked if Uus applicanon 15 found 10 be false, NysSIeAdngG oF MCOect In any
malgnal way | have submillec and will submit Al repors requiraa by 21 CFR 1002.10 ang 1002.11 on me 1aser equpment ang snow(s). |
further understand That | may pe requied Py reguiaton of by the Director, Conter tor Devicas and Radiologicai Heanh, © supply such oler

| infermanen as may be n 10 evaluate and act on s applicagen,
i [75. SIGNATURE 16. NAME (Type or Priny 17, TLE
JasP A DOmANiCco | OPLaATUVL
= PAGE 3 OF & PAGES
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